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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
10/19/09 has been entered. 

Response to Arguments 

2. Applicant's arguments filed 10/19/09 have been fully considered but they are not 
persuasive. Applicant argues that Carrison, Kim, Tofighi, and Shimp fail to disclose how 
the bone replacement material is packed into the cavity of the bone defective part using 
the cylindrical member as recited in the claimed invention. However, the claims are 
directed to a bone replacement material and not the method of using the material. How 
the device is packed into a cavity is not germane to the issue of patentability of the 
device itself. Carrison, Kim, Tofighi, and Shimp disclose the structural limitations of the 
actual bone replacement material and therefore the bone replacement material 
disclosed by the prior art is capable of being packed into a cavity of the bone defective 
part using a cylindrical member having a hollow passage, being introduced and packed 
into a cavity of the bone defective part using a cylindrical member in the claimed 
arrangement wherein the inclined surfaces of the pellets are facing, and being pushed 
out in various directions from the cylindrical member. Applicant further argues that 
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Garrison teaches away from the intended use of the invention but since the claims are 
directed to the bone replacement material itself and not the method of implanting the 
material, the means by which material are implanted is minimally relevant to the claimed 
subject matter and the material only needs to be capable of being used in the claimed 
manner. Garrison does not teach away from the invention simply because specific 
means of introducing the pellets into a bone space are disclosed that differ from the 
intended use of the device. In order for a reference to "teach away," it must criticize, 
discredit, or discourage the solution claimed (See also MPEP 2145(X)(D)(1)). 

Claim Rejections - 35 USC § 112 

3. The following is a quotation of the second paragraph of 35 U.S.G. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 1-8, 10, 14, and 19-21 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. Claim 1 lines 11-13 state that 
"the bone replacement material is in a state such that a number of pellets of the bone 
replacement material are introduced into a cavity of the bone defective part and are 
aggregated therein". This limitation renders the claim indefinite because it positively 
recites a method step but the invention is directed to a bone replacement material not a 
method of implanting the material. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 1-8, 10, 14, and 19-21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Garrison et al. 2005/0038517 in view of Shimp 2004/0052829 in 
further view of Kim et al. 5,645,596 and in further in view of Tofighi et al. 2003/01 20351 . 

Re claim 1, Garrison discloses the invention substantially as claimed including a 
bone replacement material to be used by being packed into a bone defective part, 
wherein the bone replacement material is a rigid biocompatible material (par.45) and is 
formed into a pellet wherein the pellet has a roughly polyhedral shape and is defined by 
a plurality of surfaces including a pair of opposite, non-parallel surfaces, one of the 
opposite, non-parallel surfaces being inclined at a predetermined angle with respect to 
the other of the opposite, non-parallel surfaces (fig .3), wherein the bone replacement 
material is in a state such that a number of pellets of the bone replacement material are 
capable of being introduced into a cavity of the bone defective part using a cylindrical 
member having hollow passage and aggregated therein. The bone replacement 
material is also capable of being used in the manner claimed wherein each pellet is 
inserted into the hollow passage of the cylindrical member such that the inclined surface 
of the pellet faces the inclined surface of an adjacent pellet and the pellets are pushed 
out in various directions. Garrison discloses porous pellets that have a longest edge, a 
shortest edge, and a volume, but does not disclose the specific size of these 
dimensions wherein the longest edge is in the range of 5-10 mm, the shortest edge is in 
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the range of 2-5 nnm and the volume is in the range of 13 to 239 mm^ or that the 
material consists essentially of calcium phosphate. 

Shimp teaches bone replacement pellets, in the same field of endeavor, wherein 
the pellets are formed of porous calcium phosphate for the purpose of resisting 
deformation or fracture under the physiologic loads normally experienced at the repair 
site (pars.28-30), and wherein the pellets can vary in size but are preferably up to about 
4mm (yielding a volume of about 64mm^), for the purpose of providing an injectable 
load bearing support at the repair site (par. 10). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use calcium phosphate for the implant material in order to provide an 
implant material that resists deformation or fracture under the physiologic loads 
normally experienced at the repair site. It would have been further obvious to specify the 
claimed size ranges for the pellets of Garrison as this size is best suited for injecting 
bone replacement material into a bone defect in the spine as taught by Shimp and it has 
been held that where the general conditions of a claim are disclosed in the prior art, 
discovering the optimum or workable ranges involves only routine skill in the art (In re 
Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955), MPEP 2144.05 II A). While 
Garrison in view of Shimp discloses porous calcium phosphate pellets. Garrison in view 
of Shimp does not specifically disclose that the porosity is equal to or less than 75% and 
that the collapsing strength is equal to more than 15Mpa. 

Kim teaches a vertebral prosthesis, in the same field of endeavor, wherein 
calcium phosphate is used as an implant material for the purpose of its spontaneous 
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adhesion to tlie associated vertebrae, and wherein the porosity of the calcium 
phosphate is preferably between 30 and 45% for the purpose of simultaneously 
providing mechanical strength and promoting tissue ingrowth (col.4, 11.32-46). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use calcium phosphate with a porosity of less than 75% as taught by Kim 
for the vertebral implants of Carhson in view of Shimp in order to allow for tissue 
ingrowth for anchoring the implant while maintaining mechanical strength to resist 
compression forces. As Kim discloses the claimed porosity as well as the Ca/P ratio 
claimed in claim 19, one would assume that the collapsing strength of the calcium 
phosphate compound of Kim is equal to or more than 15 MPa. Still, Garrison in view of 
Shimp in further view of Kim does not specifically state that the collapsing strength of 
the calcium phosphate based compound is 15MPa or more. 

Tofighi teaches a calcium phosphate compound for use in an implant, in the 
same field of endeavor, wherein the final porous calcium phosphate compound has a 
compression strength of greater than 20MPa for the purpose of being useful as a weight 
bearing implant material (par.56). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to specify that the calcium phosphate compound of Garrison in view of Shimp 
in further view of Kim have a collapsing strength greater than 15Mpa in order to provide 
a material that is strong enough for use as an implant that is required to bear weight as 
taught by Tofighi. 

Re claims 2-4, and 10, see Garrison fig.3. 
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Re claims 5-8, wliile Garrison does not specifically disclose that the implant is 
either a pentahedral, cylindrical, or a triangular prism shape, these shapes are simply a 
matter of design choice and as it has been held that changes In shape are a matter of 
design choice, which a person of ordinary skill in the art would have found obvious as 
they were not disclosed as being critical to the practice of the invention (In re Dailey, 
357 F.2d 669, 149 USPQ 47 (CCPA 1966) MPEP 2144.04 IV B). 

Re claims 16, 20, and 21, see Garrison figs. 13-18. Note that while Garrison does 
not disclose that the implants are inserted into the hollow passage of a cylindrical 
member such that the inclined surface of a pellet faces the inclined surface of an 
adjacent pellet, because of their shape shown in fig. 3, the pellets of Garrison are 
capable of such use. 

Re claim 19, see Kim col.4, 11.25-30. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Megan Wolf whose telephone number is (571 )270-3071 . 
The examiner can normally be reached on Monday-Friday 9:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gorrine McDermott can be reached on (571) 272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 



Application/Control Number: 10/596,303 Page 8 

Art Unit: 3738 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/M. W./ 

Examiner, Art Unit 3738 

/Corrine M McDermott/ 

Supervisory Patent Examiner, Art Unit 3738 



